
imal Drugs for Use in AnimaC Feeds; Monensin 

AGENCY: Food and Drug Ad~n~s~ati~n, HHS. 

ACTION: Final rufe. 

$~~~A~Y: e Food and Drug Administration (FDA) is amending the animal drug regulations 

to reflect approval of a supplemental new animal drug application (NADA) filed by M 

Inc. The supplemental NADA provides fur use of approved monensin Type A medicat 

o make free-choice, medicated feed blocks used for prevention and contra of coccidiosis caused 

*by Ei~eriQ bovis and E. Zuernii in pasture cattle. 

DAT~%!x This rule is effective [insert dare ~~~~~~i~~~i~~ in dk Federal Register]. 

FOR FURTHER I~F~~~AT~~N CONTACT: Daniel A. Benz, Center for Veterinary Medicine (HW- 

12(i), Food and Drug Administration, 7500 Stan ville, MD 20855, 301-827-0223. 

RY ~NF~~~ATl~~~ M~~rMan’s, Inc., 1000 P&xth 30th St., uincy, IL 62305-3115, 

filed a supplement to DADA f 25-581 that provides for use of monensin Type A medicated artiefes 

e free-choice, medicated protein/mineral blocks (MoorMan’s Mintrate Blonde Block RU 

and MoorMan’s intrate Red Block ECU) used for increased rate of weight gain in cattle on pasture 

(slaughter, stocker, feeder cattle, and dairy and beef replacement heifers) which may require 

supplemental feed. The supplemental NADA provides for use of these medicated feed blocks for 

the prevention and controI of coccidiasis caused by Eimeria bovis and E. ~~e~~~~ in pastlrre cattle. 

The supplemental NADA is approved as of September 27,2001, and the regulations are amended 

in 21 CFR 558.355 to reflect the approval. The basis of approval is discussed in e freedom 
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e freedom of i~fo~at~u~ revisions of 21 CFR part 20 and 

4. f ~(e)(2)(i~~~ a summary of safety and effectiveness data and i~fo~ation sub~tted to support 

approval of this a~p~i~atio~ may be seen in the Dockets Management Br neh (HFA-3@5), Food 

and Drug Administration, 5630 Fishers Lane, lO61, Rockville, MD 20852, between 9 a.m. 

.m., Monday through Friday. 

as determined under 21 CFR 25.33(a)(l) that these actions are of a type that 

or cumulatively have a significant effect on the uman environment. Therefore, 

~~~the~ an e~v~~o~ental assessment nor an env~ro~ental impact statement is required. 

oes not meet the definition of “mfe” in 5 U.S.C. > because it is a ru 

icability.” Therefore, it is not subject to the congressional review requirements 

rugs J Animal feeds. 

‘herefore, under the Federal Food, Drug, and Cosmetic Act and un 

~o~ss~o~er of Food and Drugs and redelegated to the Center for Veterinary Medicine, 

21 CFR part 558 is amended as follows: 

EW ANtMAIm DRUGS FOR USE IN ANIMAL FEEDS 

. The authority citation for 21 CFR part 558 continues to read as follows: 

ection 558.355 is amended by revising paragrap (~(3)(v)(~) to read as fo~~ows~ 
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(a) ~~~i~~~iu~~~o~ use. For increased rate of weight gain and for ~~eve~tio~ and control of 

cocc~d~os~s caused by Eimeria bovis and E. zuemii. 

Date 

Clafre PI. Lathers, 
Director, 
Office of New Animal Drrtg Evaluation, 
Center for Veterinary Medicine. 

m fl>oc. 01--????? Filed ??-??-Ol; 8:4S am] 


